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Dated: July 25, 1995.

Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Diseases Control and
Prevention (CDC).
[FR Doc. 95–18836 Filed 7–31–95; 8:45 am]

BILLING CODE 4160–18–M

Advisory Committee for Energy-
Related Epidemiologic Research;
Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92–463), the Centers for Disease
Control and Prevention (CDC)
announces the following committee
meeting.

Name: Advisory Committee for Energy-
Related Epidemiologic Research.

Times and Dates: 9 a.m.–5 p.m., August 23,
1995, 9 a.m.–12 noon, August 24, 1995.

Place: Sheraton Suites Hotel, 801 North
Saint Asaph Street, Alexandria, Virginia
22314.

Status: Open to the public, limited only by
the space available. The meeting room
accommodates approximately 50 people.

Purpose: This committee is charged with
providing advice and recommendations to
the Secretary of Health and Human Services
(HHS); the Assistant Secretary for Health; the
Director, CDC; and the Administrator,
Agency for Toxic Substances and Disease
Registry, on the establishment of a research
agenda and the conduct of a research
program pertaining to energy-related analytic
epidemiologic studies. The Committee will
take into consideration information and
proposals provided by the Department of
Energy (DOE), the Advisory Committee for
Environment Safety and Health which was
established by DOE under the guidelines of
a Memorandum of Understanding between
HHS and DOE, and other agencies and
organizations, regarding the direction HHS
should take in establishing the research
agenda and in the development of a research
plan.

Matters To Be Discussed: The Committee
will meet to discuss working group
recommendations, environmental data and
research methods, the research agenda, and
public involvement activities. Presentations
will be made by DOE on the Conference on
Epidemiologic Data Resources and
occupational surveillance plans and progress.

Agenda items are subject to change as
priorities dictate.

Contact Person for More Information:
Nadine Dickerson, Program Analyst,
Radiation Studies Branch, Division of
Environmental Hazards and Health Effects,
National Center for Environmental Health,
CDC, 4770 Buford Highway, NE, Mailstop F–
35, Atlanta, Georgia 30341–3724, telephone
404/488–7040.

Dated: July 25, 1995.
Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).
[FR Doc. 95–18840 Filed 7–31–95; 8:45 am]
BILLING CODE 4163–18–M

Workshop to Review the Evidence for
an Association Between Exposure to
Stachybotrys Arta and Diseases
Among Infants

The National Center for
Environmental Health (NCEH) of the
Centers for Disease Control and
Prevention (CDC) announces the
following meeting.

Name: Workshop to Review the Evidence
for an Association Between Exposure to
Stachybotrys Atra and Diseases Among
Infants.

Time and Date: 9 a.m.–4:30 p.m., August
25, 1995.

Place: CDC, 4770 Buford Highway, NE,
Building 101, Room 1301, Chamblee, Georgia
30341–3724, telephone 404/488–7322.

Status: Open to the public, limited only by
the space available. The room will
accommodate approximately 50 people.

Purpose: In November 1994, CDC
responded to a request from the Ohio
Department of Health to assist in the
investigation of a cluster of cases of
pulmonary hemosiderosis among infants in
Cleveland. In December 1994, CDC was asked
to respond to a request from the Illinois
Department of Health to investigate a similar
cluster in Chicago. Preliminary data from
both investigations are now available. This
workshop is being held to solicit individual
advice and recommendations from scientists
and representatives of other Federal agencies,
State and local governments, academia, and
the public, regarding additional
epidemiologic research needs in studying the
association between exposure to
Stachybotrys atra and diseases among
infants. The results of the workshop will be
used to aid in the development of a proposed
research agenda.

Matters To Be Discussed: Topics will
include the presentation of preliminary
results from the epidemiologic investigations
from the Cleveland area in November–
December 1994 and the Chicago area in
December 1994–January 1995, followed by
open discussions of data and suggestions for
additional analyses.

Agenda items are subject to change as
priorities dictate.

Contact Person for More Information:
James Rifenburg, Public Health Advisor, Air
Pollution and Respiratory Health Branch,
Division of Environmental Hazards and
Health Effects, NCEH, CDC, 4770 Buford
Highway, NE, Mailstop F–39, Chamblee,
Georgia 30341–3724, telephone 404/488–
7322, FAX 404/488–7335.

Dated: July 25, 1995.
Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).
[FR Doc. 95–18837 Filed 7–31–95; 8:45 am]
BILLING CODE 4163–18–M

Public Health Response to
Nasopharyngeal Radium Irradiation
Workshop

Yale University School of Medicine,
the National Center for Environmental
Health (NCEH) of the Centers for
Disease Control and Prevention (CDC),
the Department of Veterans Affairs, and
the Connecticut Department of Health
announce the following meeting.

Name: The Public Health Response to
Nasopharyngeal Radium Irradiation
Workshop.

Times and Dates: 8:30 a.m.–5:15 p.m.,
September 27, 1995, 8:30 a.m.–12:45 p.m.,
September 28, 1995.

Place: Quality Inn (Conference Center), 100
Pond Lily Avenue, New Haven, Connecticut
06525, telephone 203/387–6651.

Status: Open to the public, limited only by
the space available. The meeting room
accommodates approximately 250 people.

Purpose: The purpose of this workshop is
to review information on the medical use of
nasopharyngeal radium irradiation, a medical
treatment used from approximately 1940 to
1960, to evaluate current knowledge of risks
of potential adverse health effects, and
determine what, if any, public health
assessments are needed for persons and
populations who received nasopharyngeal
radium irradiation.

Agenda items are subject to change as
priorities dictate.

Contact Persons for More Information: Jan
Stolwijk, Ph.D., Department of Epidemiology
and Public Health, Yale University School of
Medicine, 60 College Street, PO Box 208034,
New Haven, Connecticut 06520–8034,
telephone 203/785–2880, FAX 203/785–
6980, or Anne Mellinger, M.D., Radiation
Studies Branch, Division of Environmental
Hazards and Health Effects, NCEH, CDC,
4770 Buford Highway, NE, M/S F–35,
Atlanta, Georgia 30341–3724, telephone 404/
488–7040, FAX 404/488–7044, e-mail:
akm0@cehdeh1.em.cdc.gov.

Dated: July 25, 1995.
Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).
[FR Doc. 95–18838 Filed 7–31–95; 8:45 am]
BILLING CODE 4163–18–M

National Committee on Vital and Health
Statistics (NCVHS) Executive
Subcommittee; Meeting.

Pursuant to Public Law 92–463, the
National Center for Health Statistics
(NCHS), Centers for Disease Control and
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Prevention (CDC), announces the
following committee meeting.

Name: NCVHS Executive Subcommittee.
Times and Dates: 9 a.m.–5 p.m., August 29,

1995, 9 a.m.–2 p.m., August 30, 1995.
Place: The Bavarian Inn, Route 1,

Shepherdstown, West Virginia 25443.
Status: Open.
Purpose: The purpose of this meeting is for

the Executive Subcommittee to review
accomplishments, structure, needs and work
plans of NCVHS and individual
subcommittees.

Contact Person for More Information:
Substantive program information as well as
summaries of the meeting and a roster of
committee members may be obtained from
Gail F. Fisher, Ph.D., Executive Secretary,
NCVHS, NCHS, CDC, Room 1100,
Presidential Building, 6525 Belcrest Road,
Hyattsville, Maryland 20782, telephone 301/
436–7050.

Dated: July 25, 1995.
Carolyn J. Russell,
Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).
[FR Doc. 95–18839 Filed 7–31–95; 8:45 am]
BILLING CODE 4163–18–M

Food and Drug Administration

[Docket No. 95N–0185]

Drug Export; Arimidex (Anastrozole) 1
Milligram (mg) Tablet

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
notice that appeared in the Federal
Register of June 29, 1995 (60 FR 33810).
The document announced that Zeneca
Pharmaceuticals Inc., was requesting
conditional approval for export of the
human drug Arimidex (Anastrozole) 1
mg tablet to the United Kingdom. The
document contained an error in
indication for use. This document
corrects that error.
FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug
Evaluation and Research (HFD–310),
Food and Drug Administration, 7520
Standish Pl., Rockville, MD 20855, 301–
594–3150.
SUPPLEMENTARY INFORMATION: In FR Doc.
95–15969 appearing on page 33810 in
the Federal Register of Thursday, June
29, 1995, the following correction is
made:

On page 33810, in the second column,
under the heading SUPPLEMENTARY
INFORMATION, line 29, the word
‘‘colorectal’’ is corrected to read
‘‘breast’’.

Dated: July 24, 1995.
Betty L. Jones,
Acting Deputy Director, Office of Compliance,
Center for Drug Evaluation and Research.
[FR Doc. 95–18747 Filed 7–31–95; 8:45 am]
BILLING CODE 4160–01–F

[Docket No. 95N–0230]

Statement Regarding the
Demonstrations of Effectiveness of
Human Drug Products and Devices

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing its
position regarding demonstrations of
product effectiveness in new drug
applications (NDA’s) and premarket
approval applications (PMA’s). In
evaluating NDA’s and PMA’s, FDA
weighs the product’s demonstrated
effectiveness against its risks and
considers other factors such as the
seriousness and outcome of the disease
being treated and the adequacy of
existing treatments. The agency does not
require new human drug products or
medical devices to be more effective
than existing therapies nor does it
necessarily require the product to be
compared to other products. However,
for products intended to treat life-
threatening diseases, diseases with
irreversible morbidity, and contagious
diseases that pose serious health risks to
others, it is essential for public health
protection that a new therapy be as
effective as existing, approved therapies.
DATES: Written comments by October
30, 1995.
ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA–305), Food and Drug
Administration, rm. 1–23, 12420
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy (HF–23),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–443–2831.
SUPPLEMENTARY INFORMATION: On March
4, 1995, President Clinton announced
plans for reforming the Federal
regulatory system as part of his
‘‘Reinventing Government’’ initiative.
Part of this reform is aimed at reviewing
regulatory processes to determine which
requirements could be reduced or
eliminated without lowering health and
safety standards.

Pursuant to the President’s
‘‘Reinventing Government’’ initiative,
FDA made several recommendations
with respect to the regulation of human

drug products and medical devices. One
recommendation was the issuance of a
public statement clarifying certain
aspects of the standards for the
effectiveness of human drug products
and medical devices.

The Federal Food, Drug, and Cosmetic
Act (the act) requires NDA’s and PMA’s
to contain full reports of information
demonstrating that the drug or device is
safe and effective under conditions of
use in the product’s proposed labeling.
(See sections 505(b) and 515(c) of the
act (21 U.S.C. 355(b) and 360e(c)).) The
agency must deny approval of a NDA or
a PMA if it finds that the application
does not demonstrate that the product is
safe and effective for the uses indicated
in the product’s proposed labeling. (See
sections 505 (c) and (d) and 515(d) of
the act.)

Pharmaceutical and device
manufacturers have sometimes claimed
that the agency requires new human
drug products and especially class III
devices (devices for which insufficient
information exists to assure that general
controls and special controls provide
reasonable assurance of safety and
effectiveness; in general, these are the
higher risk devices) to be more effective
for their intended uses than comparable
therapies that are already approved for
marketing. These firms assert that FDA’s
requirements for demonstrating
effectiveness present unreasonable
difficulties in developing new therapies
and bringing those new therapies to
market.

This notice is intended to address the
concerns about a comparative
effectiveness standard that have been
raised. In evaluating the safety of a new
drug or medical device, FDA weighs the
product’s demonstrated effectiveness
against its risks to determine whether
the benefits outweigh the risks. This
weighing process also takes into account
information such as the seriousness and
outcome of the disease, the presence
and adequacy of existing treatments,
and adverse reaction and other safety
data.

In evaluating effectiveness, FDA
reviews new drug products and devices
on their merits. FDA does not require
new drug products or devices to be
more effective than approved therapies
for the same disease or condition. In
general, both new drug products and
class III devices must be shown to be
effective through evidence consisting of
clinical investigations that provide a
basis on which it can be concluded that
the new drug product or class III device
will be safe and have the effect that it
is represented to have.

For most new drug products and new
class III devices intended to treat serious
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